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Office Action Summary 

H Responsive to communication(s) filed on _ Mar 14, 2000 

B This action is FINAL. prosecut|on as to the merite is Cosed 

□ Since this application is in condition for ■P^-JJgJ c D . 11; 453 O.G. 213. 

U in accordance with the pract.ce under Ex parte Qu*ft> ^ ^ ^ js 

A shortened statutory period for response to this .actio n is set to JJJj^^od for response will cause the 
fonger, from the mai.ing date of this ^^^^Tof time may be obtained under the P rov,s,ons of 
application to become abandoned. (35 U.s.u » n )■ 
37 CFR 1.136(a). 



Disposition of Claim 
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are subject to restriction or election requirement. 



Of the above, claim(s) J7-35 39, and 40 
Q Claim(s) 

B Claim(s) 1 ?1, 41-45 

□ Claim(s) 

□ Claims 

APP nsle reached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ see the attached in ^ ^ ^ ^ 

□ The drawing(s) filed on ^ □ approved Disapproved. 

□ The proposed drawing correction, filed on . 

D The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 35 y s c § 119 ( a )-(d). 

□ received. . 

•Certified copies not received: 



is/are pending in the appiicat 

is/are withdrawn from consideration 
is/are allowed, 
is/are rejected, 
is/are objected to. 
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1 . This application contains claims 22-3 5 and 39-40 are drawn to an invention 
nonelected with traverse in Paper No. 10. A complete reply to the final rejection must include 
cancellation of nonelected claims or other appropriate action (37 CFR 1.144) See MPEP 
§ 821.01. 



2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 



fulfilled the requirements 



of paragraphs (1), (2), and (4) of section 371© of this title before the invention thereof by 



the applicant for patent. 

Claims 1, 3-6, 8-11, 13-21 and 36-38 are rejected under 35 U.S.C. 102(e) as being 



3. 



anticipated by Rother et al. 

This rejection is maintained for reasons of record in the previous Office Action (Paper « 1 ) 

and for reasons outlined below. 

Applicant traverses this rejection by asserting that Rother et al. is "generally" directed to cell 
,i»es which are of primate origin and hence outside of the claimed invention. Applicant also 
asserts that since Rother e. al. caches tha. the CI lines should be ..galactosyl negative and since 
the presence or absence of ..-galactosyl on the cell surface is irrelevant. Rother et al. therefore 
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teaches away from the instant invention. 

Applicant's arguments filed 3/14/00 have been fully considered but they are not persuasive. 
The examiner's rejection is not predicated upon the primate cells disclosed by Rother e, al. but 
instead the non-primate CHO and BHK cells recited by Rother e. al. With regard to the presence 
of ...galactosyl on the cell surface, the CHO and BHK cells inherently have this molecute on the 
cell surface and fall within the claimed invention. 

Applicant asserts that CHO and BHK cells have endogenous retrovirus sequences capable of 
hybridizing to a MoMLV retrovirus probe under stringent conditions. Apphcant cites a reference 
(Lie « al.) which applicants assert shows that CHO cells have retrovirus sequences which can 
hybridize to MoMLV under stringent conditions. With regard to CHO ce..s, the examiner a: 

with applicants' assertion. 

However, applicant also asserts that: "BHK cells also contain endogenous retrovirus 



grees 



sequences 



which exhibit hybridization to aMoloney-MLV retrovirus probe under stringent 



washing conditions" (Response filed 3/14/CO, p. 4). In this regard, applicant's statement is not 
supported by the disclosure of Lie e, al. Lie e, al. did no. hybridize a MoMLV probe to BHK 
sequences under stringent washing conditions. Lie e, al. hybridized ML2G nucleic acid probes to 
BHK nucleotide sequence, ML2G, while apparently related to MoMLV, exhibits significant 
differences in nucleotide sequence (See Lie * al., p. 7843 and Fig.3). It is further noted tot Lie 
e, al. indicates that even ML2G sequences were no, detected in BHK cefis bu, that "Extended film 
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exposure times did indicate that distantly related sequences exist in BHK ce.ls (data not shown) » 
(p. 7845). Therefore, it must be considered that BHK cells exhibit "substantially no 
hybridization" to a MUG probe since it required tire exceptional added step of using extended 
film exposure times to show distantly related (to ML2G) sequences. In conclusion, the disclosure 
of Lie et al. does not provide evidence that BHK cells possess sequences that hybridize to 
MoMLV retrovirus probes. 



The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 



4. 



his invention. 

Claims 2, 7, 12 and 41 are rejected under 35 U.S.C. 1 12, first paragraph, as 



containing subject matter which was no, described in the specification m such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make 

and/or use the invention. 

This rejection is maintained for reasons of record in the previous Office Action and for reasons 

outlined below. 

Applicant indicates that the Mpf cell line was obtained form the ATCC where i, had already 
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unnecessary. 



In response, .he examiner notes .hat applicant is not Casing any Mpf ceils bu. the specific 
Mpf cells deposited a. the ATCC under Accession Number ^56-CRL. In order for the sl*d 
artisan to practice the ciaimed invention, said skffled artisan would need unrestricted access to the 
specific Mpf ceHs at ATCC Accession number 1656-CRL. Applicant would have to provide a 
statement indicating that an restrictions on the avai,abi,ity of the Mpf ceUs would be irrevocably 
indrawn upon issuance of a patent, etc. Since the Mpf cells are readily availabie from the 
ATC C and other sources, applicant is encouraged to amend the Cairns to delete the reference to 

. c tU ~\/f n r rv»lk This would obviate the rejection, 
the ATCC accession number for the Mpt cells, l nis wouiu 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

Claims 1-21, 36-38 and 41-45 are rejected under 35 U.S.C. 112, second paragraph, as 
oeing indefinite for faUing to particular., point out and distinctly claim the subject matter which 

applicant regards as the invention. 

This rejection is maintained for reasons of record in the previous Office Action and for reasons 

outlined below. 



Page 5 

Application/Control Number: 09/040,103 
Art Unit: 1636 



Applicant traverses .his rejection by asserting that .he phrase - .. .exhibits substiuttially no 
hybridization .o aMoloney-MLV retrovirus probe under stringent hybridization conditions..." is 
dear to the skilled artisan and that said skilled artisan wouid known how to determine the extent 
of hybridization without having to resort to undue experimentalion. 

In response, the examiner notes that the issue is no. whether undue experimentation is retired 
t0 practice the claimed invention (an issue under 35 USC 112, 1" paragraph), bu, the 



indefmiteness 



of the claim language under 35 USC 1 12, 2" paragraph). 



Applicant indicates tha. the phrase "substantially no hybridization" is clear .o .hose of skill in 
.he art. Applicant asserts tha. one of skin in the art would be able .o distinguish between 
"hybridization" and "substantially no hybridization". 

in response, the exanuner notes that this terminology is totally unclear. The use of the term 
"substantially" .o modify a negative or null term ("no hybridization") renders .he claims 
containing this language unclear. If the probe does not hybridize, no hybridization is exhibited 
^ if a probe hybridizes, then hybridization occur, It is unclear .herefore how you can have a 
quantity of no (zero) hybridization (i.e. substantia.!, n. hybridization). Either the probe 
hybridizes or it does not. Also, the term substantially is a subjective term with no frame of 
reference, i.e. "substantially" compared to what standard? How much hybridization is 
encompassed within the term "subtly no hybridization"? The specification is silent with 
reg ard to these issues and therefore the metes and bounds of the claimed subject matter are 
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unclear. 



Applicant indicates .ha. .ho* of skitt in .he art can readily determine probes for use as 
^oioney-MLV rerrovirus probes" since .he sequence of MoMLV has been known for a 
considerable .ime and preparing probes of suhable ,e„g.h .0 de.ec. endogenous re tt ov«us 
sequences under stringent conditions is well known in the art. 

In response, the — notes .ha. the probe length and composition is critical in detecting 
whether complements sequences are present in a sample. For example, Lie e. al. notes .ha. 
MoMLV and ML2G share some sequences in some regions bu. share little or no sequence 
homology is others (See Lie e. al. p. 7843). Therefore, probes selected from regions of the 
MoMXV genome which share We or no sequence homology with ML2G (i.e. probes derived the 

. , , . th „ „ resence 0 f this related virus in samples while probes derived 
LTR regions) would not detect the presence or inu> is 

not know, or*, what related sequences might be present in any given cellular nucleic acd 
.ample, probe selection would greatly influence what cells would be encompassed within the 
claimed subject matter and therefore the length and type of probes must be specified. 

AppHcan, indicates that the phrase "stringent conditions" is we,, understood by those of ski,, m 
the ar, and that Sambrook et a,, provides ample details on determining stiingency conditions 
required for washing the hybrids for a given probe. 

to response, the examiner notes tha, -stringent conditions" is a subjective term with no set 
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d e«o„ applicabie in al, cases. In the instant case, the stringency of the hybridization conditions 
is critical in determining the metes and bounds of the ceil iines encompassed within the Canned 
invention. Without a definition of these conditions, different cei. iines would be inciuded or 
exciuded depending on the specific hybridization conditions chosen by the sidled artisan 
Without a definitive definition of the stringent hybridization conditions used, the metes and 
bounds of the claimed subject matter are unclear. 

With regard to applicant, arguments concerning the phrase "capable of, the examiner agrees 

and this part of the rejection is withdrawn. 



No Claims are allowed. 

THIS ACTTON IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR1.136(a). 

A shortened sU.tu.ory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the even, a firs. rep.y is filed within TWO 
MONTHS of the maiUng da* of tins final action and the advisory action is no. mailed un.il after 
the end of .he THREE-MONTH shortened statutory period, then the shortened statirtory penod 
^ expire on the date .he advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Anv inquiry concerning this communication or earlier communications from the examiner 
should b^dSd to David <Lo whose telephone number is (703) 308-1906. The examiner can 

on Monday-Thursday from 8:00 AM to 5:30 PM. The exammer can also be 

reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Geor g e™an be reached on (703) 308-4003 . The ^ P^^^^ 1 " 
where this application or proceeding is assigned is (703) 308-4242 or (703) 305-3014. 

Any inquiry of a general nature or relating to the status f^m*^ or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



David Guzo 
May 24, 2000 



DAVID GUZO 
RRIMARY EXAMINER 



55& 



